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Problem analysis of 292 cases of chemical drug labeling drafts in 2012

XTAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: This paper collected 292 cases of chemical drug labeling drafts submitted for the registration and audited in 2012, and
analyzed the problems thereof not meeting the requirements of laws and regulations of China. There are problems universally in the
drug labeling drafts and it is very difficult to find one to conform to the laws and regulations request completely. More problems of
medicinal sections include warning, pharmacology and toxicology, dosage and administration, adverse reactions, pharmacokinetics,

and overdosage. This situation should arouse the enough attention of drafters for drug labeling. Pay attention to improve the

specification of drug labeling and to ensure the safe and effective medication of the end users.
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Table 1 Percentage of medicinal sections in 292 cases of

drug labeling drafts
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